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ACTION REQUESTED:

COMMENTS :

The registrant, Janssen Pharmaceutica, submitted
a letter to the Registration Division of OPP on
3/30/92, requesting an increase in the reference
dosefor Imazalil based on more current animal (dog
and rat) feeding studies.

'~iﬁ the Janssen Pharmaceutica letter written by

©~William Goodwine, dated March 30, 1992, it is stated

that "The RFD for imazalil fungicide should be
increased, wusing studies - which meet current
guidelines under rereglstratlon "

The change of the RFD is not a 51mple task as
the letter would propose, in that many people are
required to evaluate the data package, meet and
discuss the chemical and come to a consensus of
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opinion about the appropriate NOEL to be used in the
RFD. However, the registrant should be informed
that he does not have to ask for a reevaluation of
the RFD for 1Imazalil since HED has already
established a mechanism to reevaluate the RFDs
when new data are reviewed. Additionally, HED3RfD
Committee is being requested to review the RfD for
Imazalil and this review will be conducted as the
Committee's scheduling permits.



' JANSSEN

March 30, 1992

Cynthia Giles-Parker

Office of Pesticide Programs (H7505C)
U.S. Environmental Protection Agency
Registration Division (Team 22)

‘401 M Street S.W.

Washington, D.C. 20460-0001

SUEJEQT: Imazalil Fungicide .
Reconsideration of Reference Dose (RFD)

Dear Cynthia:

Currently, the reference dose for imazalil fungicide (Caswell
#497AB, A.I. Code: 111901) is based on a NOEL of 1.25 mg/kg
established in a two year chronic feeding study in dog. Sihce the
study (MRID 00081172), dated April 12, 1977, did not satisfy the
reregistration acceptance criteria, it is no longer used to support
imazalil registration.

A repeat dog study (MRID 41328802), dated November 6, 1989,
has been accepted to satisfy data requirement 83-1 for chronic
feeding - nonrodent; a NOEL of 2.5 mg/kg was established. The data
requirement for chronic feeding in rats has also been satisfied
under reregistration (MRID 00162412); the NOEL for rats is 5.0
mg/kg body weight.

The RFD for imazalil fungicide should be increased, using
studies which meet current guidelines under reregistration.

Please advise me of the disposition of this request and when
final action may be expected.
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William R. Goodwine
Manager
Plant Protection Division
(908) 524-9116

WRG/mp ' (908) 524-9895 Fax

cc: B. Duytschaever
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